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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed 1/3/2008 have been fully considered but they are not 
deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

2. Applicant's arguments filed 1/3/2008 with respect to the rejection of claims 11-13 
and 17-20 under 35 USC 112, 2 nd paragraph have been fully considered but they are 
not persuasive: 

Claims 11 and 17-20 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Although applicant has stated the intention of the claim is that an angiotensin II 
type 1 receptor antagonist "alone" does not exclude other non-active ingredient 
substances (i.e., "alone" is used with respect to which active agent(s) are present); this 
is not persuasive: it is still considered that the claim recitation of "alone" in the first 
embodiment of the claim can be interpreted as the administration of only the selected 
drug, i.e., without diluents, excipients, etc., or alternatively "only" can be read 
considering which active ingredient(s) is present. It is recommended that applicant 
amend "alone" in line 3 of claim 1 1 to a phrase, such as "as the only active agent", 
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which would clarify which component is present in the first embodiment of the method in 
a manner consistent with applicant's arguments, and overcome the rejection. 

3. Applicant's arguments with respect the rejections under 35 USC 112, 1 st 
paragraph, enablement and written description rejections; and the rejections under 35 
USC 102 have been considered but are moot in view of the new ground(s) of rejection. 

The rejections have been withdrawn due to the claim amendments. The prior art 
rejections are withdrawn because the claim amendment removes the compound specie, 
candesartan cilesetil (a salt of 1:5), from the claims; the revious rejections were based 
on this specie. The prior art rejection(s) that follow, are required to reject claims based 
on compound species that remain. 

Claim Rejections - 35 USC § 102 & 103 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1 1 and 1 7-20 are rejected under 35 U.S.C. 1 02(b) as anticipated by Eide 
et al. (US 5,962,500; 1999) or, in the alternative, under 35 U.S.C. 103(a) as obvious 
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over Eide et al. (US 5,962,500; 1999) and Terashita et al. (US 2006/0069133 A1; cited 
in previous Office Action). 

Eide teaches imidazole compounds that are angiotensin II antagonists for the 
improvement of insulin sensitivity alone or in conjunction with the treatment of 
hypertension (abstract); instant compound l:2 (also known as EXP-3174) is taught as an 
example compound (col. 18, Example 2); ordinary dose ranges include 10-100 mg (col. 
28, lines 11-13). Treatment of "insulin sensitivity" was a previous name for metabolic 
syndrome (see National Library of Medicine-Medical Subject Headings; "Metabolic 
Syndrome X", 

http://www.nlm.nih.gov/cqi/mesh/2008/MB cgi?mode=&index=19750&field=all&HM=&ll 
=&PA=&form=&input = ; accessed online 3/21/2008, which indicates Metabolic 
Syndrome X was previously known as Insulin Resistance from 1992-2001); which is 
reflected by Eide's teaching of the relationship between insulin resistance, 
cardiovascular disease, hypertension, obesity and glucose intolerance (col. 4, lines 19- 
30). Inherent in the teaching of EXP-3174 for treatment of insulin sensitivity would be 
treatment of metabolic syndrome. On the other hand, it might be argued that Eide does 
not teach all of the factors to indicate metabolic syndrome. In such a view Eide would 
not be considered to disclose the treatment of metabolic syndrome. Terashita teaches 
angiotensin II antagonistic compounds can be used in the treatment of Syndrome X 
(metabolic syndrome; abstract; claims 2-3; paragraph 01 15). It would have been 
obvious to one of ordinary skill in the art to apply the method of treating insulin 
sensitivity taught by Eide for the treatment of metabolic syndrome or to substitute EXP- 
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3174 in the treatment of Syndrome X taught by Terashita. The motivation would have 
been the usefulness of different compounds with the same art-recognized activity in 
treatment of metabolic syndrome; or the art recognized substitution of one compound 
for another with the same art-recognized activity. 

Conclusion 

7. No claim is allowed. 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TIMOTHY P. THOMAS whose telephone number is 
(571)272-8994. The examiner can normally be reached on Monday-Thursday 6:30 a.m. 
- 5:00 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Timothy P Thomas/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



